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Block Drug Company, Inc. 
Amendment to Application for Exemption for BC@ analgesic powder (two 

doses) 

Block Drug Company, Inc. (Block) is amending Option 2 of its Application for 
Exemption for BC8 analgesic powder (two doses). Block incorporates by reference its 
January 282000, submission, as amended August 22,2000, as well as the December 22, 
2000, letter from Robert A. Dormer to Dr. Charles A. Ganley. 

21 C.F.R. 4 201.66(c) Content Requirements 

In addition to the previously requested exemption from the requirement in 2 1 
C.F.R. $20 1.66(c) that the outside container or wrapper of the retail package contain all 
of the information specified in paragraphs (c)( 1) through (c)(S), Block herein requests 
exemption from the requirement in 21 C.F.R. 5 20 1.66(c) that the information be placed 
in the order listed. First, Block requests that it be permitted to place the “inactive 
ingredients,” 21 C.F.R. 5 201.66(c)(8), immediately after the “active ingredients,” 2 1 
C.F.R. 9 201.66(c)(2), on its product label so that the inactive ingredients will be on the 
outside package at the time of purchase of the product. Second, Block requests that it be 
permitted to place the “Keep out of reach of children” warning required by 21 C.F.R. 5 
20 1.3 14(a) for products containing salicylates immediately after the Reye’s syndrome 
warning so that this warning will be visible on the outside package at the time of 
purchase of the product. See Appendix 10. 
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Appendix 10 

Amended Option 2 - Annotak&IIabeling 
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